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3 CHAPTER 3 - PROFORMS 
he Protocol and Form Research Management System (ProFoRMS) module provides the 

tools for protocol management, data capture, and is a clinical trial/research module. ProFoRMS 

is a web-based data collection/research application organized by modules, with a user-friendly 

interface designed to help researchers to manage individual studies, subjects, eCRFs (electronic 

Case Report Forms), data collection, define electronic case report forms, schedule, and collect 

clinical data, and then export, analyze, and report on the data. This module is based on NICHDõs 

Clinical Trail Database (CTDB).  

WARNING!  

                Things to Not e: 

1  Before a protocol can be created, please make sure that the following has been 
completed: 

1  A study has been created and approved in the Data Repository; 

1  e-Form(s) has been published in the Data Dictionary; and 

1  Proper permissions are granted to the e-Forms (if the eform is not standardized) 
for users who are collecting data against the form. 

 

3.1  OBJECTIVE  

This chapter provides information for users on how to:  

× Manage Protocol 

× Manage Subjects 

× Collect Data 

× Reports and Data Query 

3.2  SYSTEM FUNCTIONS  

The main function of ProFoRMS is to provide the tools that help to optimize the clinical study process 
including the basic functions of managing protocols, subjects as well as data access and acount management. 
Early deployment of ProFoRMS in the study start-up activities, such as site identification, initiation of 
subject visits, and collection of all the necessary regulatory documents, can save researchers' time and 
improve the overall process. 
 

As a web-based database application, BRICS provides real-time tools that support: 

× Data Contribution 

× Report and Query Data 

× Collect Data 
Once a study is running, ProFoRMS can assist users to keep track of subject visits, data collection and of 
all the relevant forms and regulatory documents. This provides a strong snapshot of progress in terms of 
study progress and site activation. The ability to track this information ensures that any potential delays can 
be identified quickly and addressed. 
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3.3  PROFORMS  ROLES AND PRIVILEGES  

The table below describes the specific roles with associated privileges to ProFoRMS module. 

Role/Access  Privilege  

Associate Investigator 
Same as PI, except cannot add/initiate a 
study 

Clinical Research Associate 
View studies, visit types, forms, questions, 
create and manage queries 

Clinical Coordinator 

View studies, visit types, forms, add/edit 
schedule visits, data collection and form 
reassignments 

Data Entry 

View studies, visit types, forms, data entry 
and oversight, add/edit schedule visits and 
data collections 

PDBP DMR Administrator 
PDBP DMR Operations team members have 
full access to all ProFoRMS privileges 

PDBP Limited User View-only rights 

Principal Investigator 
Create, design, and administer forms for 
prospective collection 

Research Associate 
View studies, create forms, create visit types, 
schedule visits, and collect data 
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3.4  USING PROFORMS  

The ProFoRMS module (including sub-modules) are available within the BRICS Workspace. 

                 

Things to Note:  

1  The best user experience with navigating through the ProFoRMS module is with the 
latest Chrome or Firefox browser 

1  Java Runtime Environment (JRE) version 8 or higher is required. Check your version of 
Java.   

 

To access the ProFoRMS module: Perform the following actions: 

1. Login and navigate to the Workspace screen where all modules you have access to are displayed 

2. Click on the ProFoRMS module to enter ProFoRMS 

 

 

 

 

 

WARNING!  

                Things to Note:  

1  A Protocol must be created first before users can navigate to My Subjects and start adding 
subjects or managing and/or editing subjects.  Refer to section 3.5.2 of this document 
instruction on creating a protocol. 
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3.5  CREATE A PROTOCOL  

To create a Protocol: perform the following actions: 
1. Navigate to the ProFoRMS module 

2. Click the Create Protocol button 

 

3. Select a study from the Data Repository Study table that the protocol is associated with 

(doing this will automatically populate the Principal Investigator(s) and Study Type field 

information) 

 

 

 

4. Complete all of the required fields (fields marked with a red asterisk (*)) 
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a. Subject Label field: 

i. Depending on which selection you make, you will see this subject identifier 

displayed as the primary subject identifier in the Collect Data tables 

5. Select the Protocol Site(s) that will be using this protocol to collect data in, then click Save.  

The new protocol will appear in the Select a Protocol list. 
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3.5.1  Selecting a Protocol  

Viewing and selecting a protocol can be done in ProFoRMS via two ways: 

× Using the Dashboard drop-down list; and 

× Using the Select a Protocol table 
 
Using the Dashboard drop-down list: 
To select a protocol in ProFoRMS using the drop-down list, perform the following actions: 

1. Navigate to the ProFoRMS module 
2. Select a protocol by using the drop-down menu located in the top right-hand area of the 

module.  The list of available protocols appears. 
a. Note: Admins have access to all protocols.  If you are not an admin and do not see 

any protocols displayed in the Dashboard drop-down, reach out to your instance 
admin for assistance so they can grant you access 

 

 
 

3. Click on the desired protocol.  The system will load the selected protocol data including the 
list of subject visits. 

 
Using the Select a Protocol table: 
To select a protocol in ProFoRMS using the Select a Protocol table, perform the following actions: 

1. Navigate to the ProFoRMS module 
2. Click of the desired protocol in the Select a Protocol table.  The system will load the selected 

protocol data including the list of subject visits 
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3.6  MANAGE SUBJECTS  

This section of ProFoRMS is designed to help you view the subjects in your protocol, add subjects 
to your protocol and schedule subject visits.  The sub-sections available in the Manage Subjects 
menu are as follows: (may want to refer back to 3.5 My Subjects section for description) 

× My Subjects 

× Add Subject 

× Schedule Visit 

3.6.1  My Subjects  

The My Subjects page lists all subjects currently enrolled into the protocol.  The user can sort the 

list of subjects by GUID, Subject ID, Status, Validation, and Protocol.  The table also includes a 

simple search function. 

The table menu options allow the user to: 

× View and edit subjectõs information; 

× View and upload subject related documents; 

× View forms completed for a selected subject; 

× View the audit information; 

× Schedule a visit; 

× Delete selected subjects; 

× Download  table information; and 

× Search for information in the table using a keyword 

3.6.1.1 Access My Subject  

To access My Subjects page, perform the following actions: 
1. Log into the system 
2. Navigate to the ProFoRMS module 

3. Select a protocol (see section 3.5.1) 

a. Note: Many of the features on the left-hand side will not be active until a protocol is 

selected.  If you are unable to select a protocol, please contact the Operations Team 

for assistance. 

4. The ProFoRMS Dashboard opens.  Click the Manage Subjects tab on the left-side tool 

bar. 

5. My Subjects page appears with a list that can be sorted by clicking on the arrows within 

each column header. 

6. Select a subject to perform any desired action available in the table menu options.  
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3.6.2  Add Subject  

To add a subject (research participant) to a protocol, the subject must be provided with a unique 

Identification number (ID).  This is done by creating a Global Unique Identifier (GUID) in the 

Subject Management tool.  The GUID serves as an ID that allows researchers to associate data with 

the subject without exposing or transferring the subjectõs Personally Identifiable Information (PII).  

For more information about the GUID, please refer to Chapter 6 Subject Management. 

To Add Subject, perform the following actions: 

1. Navigate to the ProFoRMS module. 

2. Select a Protocol (see section 3.5.1). 

3. The ProFoRMS Dasboard opens.  Click the Manage Subjects on the left-side tool bar. 

4. The My Subjects page appears. 

5. Click the Add Subject tab on the left-side tool bar. 

6. Select the subject that you want to add to the protocol from the subject table.  Doing so will 

auto-populate the GUID or Pseudo-GUID  field in the Subject Information section 

a. If  no subjects appear in the subject table, go to step #11 

7. Enter the Protocol Subject ID.  This ID is unique across the system and is determined by 

the user and clinical site. 

 

 


